



12/6/16





May 21, 2002


INFORMED CONSENT REQUIREMENTS

The purpose of this document is to assist the study doctor by providing guidance on how to obtain valid informed consent from prospective research subjects.  The Institutional Review Board informed consent requirements are based on DHHS regulations 45 CFR 46.116 and FDA regulations 21 CFR 50.20.  It should be noted that the legal grounding for the requirement of informed consent to participate in research is based almost exclusively upon case law arising from litigation involving medical malpractice.  This document, therefore describes a number of concepts and standards derived from the outcome of litigation involving breach of fiduciary duty to disclose information (e.g., risks) material to the subject’s consent.

The Institutional Review Board recognizes that the complexity of both the consent form and the process of informed consent will vary according to the nature of the research and the level of associated risk.  Thus, while the principle of informed consent remains constant, i.e., “respect for a person’s autonomy”, the requirements for informed consent are less rigorous for “exempt” and “less than minimal risk non-exempt studies” as opposed to research which is “minimal risk or greater”.  This section reflects two different standards of consent for the aforementioned categories of research.  These standards were adopted in order to facilitate the recruitment of subjects, to ensure the obtainment of valid informed consent and to adequately protect the study doctor and the institution.

The Process Of Informed Consent

The study doctor has a legal and ethical obligation to ensure that the prospective subject has sufficient knowledge and comprehension of the elements of informed consent.  This means the prospective subject must be able to make an understanding and enlightened decision to participate in research.  Obtainment of valid informed consent should be accomplished by utilizing a simple but complete consent form written at the appropriate educational level.  The consent form, does not by itself constitute informed consent.  Rather, the consent form should serve as a guide by which the study doctor negotiates informed consent with the prospective subject.  During the process of informed consent each element of the consent should be carefully and simply explained to the prospective subject.  In addition, the study doctor should periodically assess the prospective subject’s comprehension by asking appropriate questions.  In some cases, the consent process should be extended over several days and involve individuals such as the prospective subject’s spouse, nurses and other ancillary personnel.  It must be remembered that the study doctor bears full responsibility for obtaining valid informed consent from the subject.

Documentation Of Informed Consent

After the study doctor has determined that the prospective subject has sufficient knowledge and comprehension of each element of consent, the subject should voluntarily sign and date the consent form in the presence of the study doctor or his/her staff.  The Institutional Review Board requires study doctors to provide their subjects with a written copy of the informed consent document.

The study doctor or his/her staff that is obtaining consent should sign and date the consent form in the presence of the subject.  Professionally qualified participating personnel may sign the form only if they possess sufficient information about the research protocol and are authorized by Brookwood Baptist Health institutional policy to obtain informed consent for the specific procedures involved in the research. During the consent process for enrollment of a subject in non-exempt research, the study doctor should explain to the subject their rights as a research participant at Brookwood Baptist Health.  The explanation of a research subject’s rights is considered an adjunct to informed consent and serves to demonstrate the commitment of both the study doctor and Brookwood Baptist Health to the conduct of human subject research with the highest integrity and skill possible.  

Informed Consent Form --- General Requirements

1.
Readability

The most common consent form deficiency is an unacceptable level of readability.  A prospective subject’s ability to understand the elements of informed consent is a function of intelligence, education, maturity and language skills.  It is necessary to adapt the language level of the consent form to fit the subject’s capabilities.  The informed consent form must be written in simple enough language so that it is readily understood by the least educated, least sophisticated of the subjects to be utilized.  It is recommended that the language consist of short concise sentences arranged in relatively short simple paragraphs on a 5th to 7th grade reading level.

2.
Length

The informed consent form should be lengthy enough to explain consent factors adequately, but not so lengthy or detailed to lose the attention of the subject or to cause confusion.  Signature blanks should not be placed on a separate page without the presence of any of the preceding elements of informed consent.

3.
Exculpatory Language

The informed consent form must not contain any exculpatory language through which the subject is made to waive or appear to waive any of the subject’s legal rights, or releases or appears to release the research study doctor, the sponsor, the institution or its agents from liability for negligence.

· Examples of Unacceptable Exculpatory Language

By agreeing to this use, you should understand that you will give up all claim to personal benefit from commercial or other use of these substances.

I voluntarily and freely donate any and all blood, urine, and tissue samples to the U.S. Government and hereby relinquish all right, title, and interest to said items.

By consent to participate in this research, I give up any property rights I may have in bodily fluids or tissue samples obtained in the course of the research.

I waive any possibility of compensation for injuries that I may receive as a result of participation in this research.

· Examples of Acceptable Language

Tissue obtained from you in this research may be used to establish a cell line that could be patented and licensed.  There are no plans to provide financial compensation to you should this occur.

By consenting to participate, you authorize the use of your bodily fluids and tissue samples for the research described above.

Other Requirements

· Text that is not underlined must appear word for word in the final version of the consent document.  These statements have been approved by the IRB and are required by the committee.

· All informed consent documents submitted to the IRB must be formatted with the same font, margins, headings, etc., as shown on the sample consent document. (Garamond font, 12-point type, 1” margins all around).

· Number all pages 1 of #, 2 of #, 3 of #, etc., on the consent document at the bottom of the page.

· OPTIONAL:  Provide a line at the bottom of every page for the subject to initial each page.

· Provide the protocol identifier and the version date on each page of the consent document.

Elements Of Informed Consent

The elements of informed consent represent the information that must be provided to each subject  [45 CFR 46.116 and 21 CFR 50.25]  See Preparing The Consent Document in the main text of this document.

Submission Requirements

Refer to Appendix I: Submission Instruction of the Study doctor’s Guide to Research Involving Human Subjects.

INFORMED CONSENT FORM 

TO TAKE PART IN A RESEARCH STUDY

TITLE: 
Enter title of the project, which should be the same as the title shown in the BBH HRRB application and the study protocol. 

SPONSOR:  
Example: Merck & Co., Inc.
PROTOCOL NO:
Example: 019-00-AGG422 dated 6/12/99
STUDY DOCTOR:
Enter name, degree, mailing address and 24-hour telephone number of the principal investigator. 

OTHER STUDY DOCTORS: Enter name, degree, mailing address and 24-hour telephone number of sub-investigator(s). 

HOSPITAL & ADDRESS:  Enter name and address of Brookwood Baptist Medical Center or 


   Practice; and/or Grandview Medical Center
A.  INFORMATION ON THE RESEARCH STUDY 

Please read this form carefully before you sign it. This consent form will help you decide whether or not to take part in this study.  As you read it, you may find words that you do not understand.  If you do, be sure to ask your doctor or one of his staff to explain them to you.  After you finish reading and the study doctor or a staff member has fully explained the study to you, you should ask the study doctor any questions that you might have about the study.  After he answers all your questions and you agree to be part of the study, you will be asked to sign this form. You need to completely understand the risks and benefits of the study before you decide to take part.  You will be given a copy to take home.

Dr.  ____ , the study doctor, and BBH [name of facility]  are being paid by ______ to carry out this research study.  This payment will be used to support the research study and to compensate the study doctor.

1.
DETAILS OF THE PROCEDURES THAT WILL TAKE PLACE DURING THE RESEARCH STUDY

a.
Your eligibility to take part in the study: You are being asked to voluntarily take part in a RESEARCH study that is being paid for by [name of sponsor].  This study is designed to judge the safety and the effects of [put appropriate study information here].
Provide information on the characteristics of each subject group.  Give a synopsis of the criteria for inclusion and exclusion.

Before you agree to volunteer for this research study, it is very important that you understand the purpose of the study.  We also want you to understand the tests and procedures you will experience.

b.
Purpose of study:  Provide a clear description of study purposes and goals.  Emphasize that the subject is being recruited to take part in a research project.  Inform the subject of the purpose, expected outcomes and significance of the research.  
c.
Experimental procedures that will take place in the study:  

Provide the following text for genetic transfer studies at the BEGINNING of this section:  

This study uses gene (DNA) therapy to "deliver" a protein called [name of the protein] to help new blood vessels to grow in your [part of the body].  Gene therapy involves the placing of altered genes into human cells to change how the cells work with the end goal of correcting or preventing disorders and diseases.  There has been worldwide interest in using gene therapy to possibly treat many diseases and chronic conditions.

Gene therapy depends on a vector (carrier) to introduce the gene into the human cell.  The vector used in this study is [name of the vector, e.g., adenovirus (a purified "cold" virus)].   The vector lets the gene take a piggyback ride on it to reach the diseased cells.  Once there, it is absorbed into the cells to help stimulate the body to make more [name of the protein] protein.  By stimulating the growth and spread of special cells [name of the biologic] may create a new network of blood vessels to bypass the blocked vessels.

The study drug used in this study is named [name of the biologic].  It is a new investigational gene therapy that the study sponsor, [name of the sponsor], is developing. The study drug will be called [name of the biologic] for the remainder of this form.  “Investigational” means that the United States Food and Drug Administration (FDA) has not approved this drug as either a prescription or over-the-counter medication.

Provide a clear description of each procedure.  Identify those procedures that are 

experimental and study specific.
Provide information on experimental treatments or other interventions the subject will undergo, and on any other aspect of the research, in sufficient detail for the subject to understand the full extent of his/her participation.  If the study protocol includes customary medical care as well as investigative procedures, explicitly indicate what will be done as customary care, and what part of the procedures will be carried out solely for the purposes of research.  If customary care is to be modified for the purposes of research, define the extent of the modifications.  Inform the subject if customary therapy is to be withheld or delayed for the sake of the study.  Inform the subject of any special circumstances, such as random-assignment protocols, probability of taking placebo drugs (in lay terms, placebo may be defined as “inactive substance, resembling in appearance the active drug”) and not receiving any active medication, and any need for hospitalization.  Whenever an investigational drug, biologic, device or treatment protocol is being used, do not refer to it as “therapy” or “treatment”; you may use the term “experimental treatment”.  Give quantitative information, such as volume of blood removed, number and size of biopsies, number of procedures involving ionizing radiation (exposure to x-rays or radioisotopes for diagnostic or therapeutic purpose), estimates of number and duration of treatment sessions, number of clinic visits or days of hospitalization, and total duration of subject’s participation in the study.  

d.
Number of patients expected to take part in the study:  About [number of] patients in [number of] centers will take part in this research study.  We are hoping that [number of] patients will be part of this study from this location.

e.
Expected duration of the study:  Your participation in this study is expected to last [number of days, months, years] and will include [number of] visits. [If the study includes diary cards, visual analog scales, or other forms, give the subject an idea of the time needed to complete this paperwork.]
2.
RISKS, DISCOMFORTS AND INCONVENIENCES OF THE RESEARCH, AND MEASURES TO BE TAKEN TO REDUCE THEM Medicine is not an exact science and no guarantees can be made as to the results of the study treatment.  The procedures and study treatments in this study involve the following risks and discomforts to you:

Birth Control, pregnancy and breast feeding:

We do not know the effects of the study drug/device/treatment on babies before they are born, or on young children.  It is important for women to not become pregnant, and for men to not make women pregnant while taking this drug.  If you are a woman and you are planning to get pregnant, you should not be in the study.  Men should not father children while in the study.  All subjects in this study who are having sex with a fertile partner must use birth control.  Methods of birth control include abstinence, tubal ligation, vasectomy, birth control pills, condoms, foam, or IUDs.  If you get pregnant while on the study, you will need to stop the study treatment and call your study doctor immediately.  Many drugs can get into the mother’s milk.  You should not breast feed while taking the study drug. 

Describe, in itemized format, the potential (foreseeable) risks, discomforts and inconveniences of all individual components of the study, such as administration of drugs, substances, devices or radiation; invasive or noninvasive procedures; removal of blood or other tissues; organ/tissue/cell (genetic) transfer; interviews or completion of questionnaires.  If available, consider providing information on previously observed frequency and severity of a risk, particularly if the risk is significant.  Comment on the possibility of unforeseeable risks (particularly applicable to investigational drugs).  

For each risk, discomfort or inconvenience mentioned, indicate the measures to be taken to minimize injury, pain, toxic or side effects, extension of hospitalization, being deprived of effective (customary) treatment for the sake of the study, etc.  

The five major types of risks are:

(a)

physical risk (e.g., pain, bruising and infection associated with venipuncture, adverse reactions to drugs, muscle soreness and pain as a consequence of exercise testing, heart attack induced by maximal exercise test);

(b)

psychological risk (e.g., depression and confusion as a result of administration of drugs, feelings of guilt precipitated by a sensitive survey);

(c)

social risk (e.g., invasion of privacy, loss of community standing);

(d)

legal risk (e.g., criminal prosecution or revocation of parole);

(e)

economic risk (e.g., loss of employment, loss of potential monetary gain).

If women with childbearing potential may be among the subjects, include as risks the potential harm to the fetus, and the infant being breast-fed by the subject.  Suggested text: “The study medication(s) may involve unforeseeable risks to pregnant women, the embryo, or fetus or to children of nursing mothers.  For this reason, women of childbearing potential will have a pregnancy test performed and will be required to use contraceptive measures for the duration of the trial.”  As measures to minimize this risk, you may choose to indicate that women with childbearing potential may not take part in the study, and/or that a negative pregnancy-screening test is a condition of recruitment, and/or that certain types of contraceptive measures will have to be implemented.  

In studies involving ionizing radiation, give the subject meaningful and understandable information on the quantity of exposure, the risks of the exposure directly attributable to the dose received within the framework of the study, and the risks in terms of cumulative life-time exposure to ionizing radiation.  The amounts of exposure are to be given in Roentgen equivalents in man (rem), and interpreted in relation to three other types of radiation exposure: background radiation, other medical radiological procedures, and permissible radiation exposure limits for radiation workers. Suggested text:  “During the course of this study, as a result of procedures to be carried out for research reasons, you will be exposed to radiation in the form of <enter type of radiation exposure>.  The biological effect of radiation is measured in terms of Roentgen equivalents in man, or “rem”, which is a unit of uniform whole body exposure. Radiation you will be exposed to in this study will amount to <enter the amount> rems. The effects on your body of this radiation exposure will be added to your overall lifetime radiation risk.  Your life-time radiation risk includes the background radiation you are exposed to naturally like everyone else living on this planet, which is on the average 0.3 rem per year; the radiation you will be exposed to in this study is about <x-tenth> or <x-hundredth> or <enter the amount> times (or <enter the amount>% of) the yearly background radiation.  In terms of radiation a person may get exposed to during medical care, the amount you will receive in this study will be <enter the amount> times (or <enter the amount>% of) the amount of radiation received in routine dental x-rays or chest x-ray, which is 0.01 rem (or <enter type of a familiar diagnostic study> x-ray study).  Federal Government requires that the amount of radiation exposure of radiation workers does not exceed 5 rems per year; the radiation you will be exposed to in this study is <x-tenth> or <x-hundredth> or <x-thousandth> that amount.  Your lifetime radiation risk also includes any radiation you may have received in the past for diagnosis or treatment, and any such radiation you may be exposed to in the future. Please tell us if you have had any major radiation exposure in the past, particularly in the past two years, such as treatment with x-rays or radioactivity, or diagnostic x-rays, CT-scans or nuclear medicine scans.”  Depending on the radiation dose to be delivered in the study, additional summarizing statements may be included, to help the subject comprehend the magnitude of the risks involved; some examples follow:  For doses less than 1 rem  “The risk from radiation exposure of this amount is too small to estimate.”  For doses 1 to 5 rem:  “The risk from radiation exposure of this amount is considered to be similar to other every day risks, such as driving a car.”  For doses more than 5 rem, there is a measurable increase in cancer risk, and the magnitude of the risk varies widely, dependent on what part of the body is being radiated.  Thus, for exposure exceeding 5 rem, a summary statement would not be proper; rather, the subject should be given a clear assessment of the significance of the risk involved, weighed against direct benefits.  
If biological specimens obtained from the subject will be submitted to genetic analysis, inform the subject in this subsection.  Particularly include the following categories of information: [a] Specific purpose of the genetic analysis.  [b] The particular genetic information to be acquired.  [c] Potential consequences of the genetic information to insurability, employability or social esteem of the subject.  [d] Whether or not the genetic information will be linkable to the subject.  [e] Whether or not the genetic information will be transmitted to the subject, or explicit statement by the subject whether or not he/she wants to receive the information.  [f] Any provision for genetic counseling.  [g] The likelihood of commercialization of the new knowledge and any share of the subject in potential financial gains.

In studies involving gene transfer, indicate the potential of germ-cell contamination, persistent pathogenic viral infection and mutagenesis, the hazards of withdrawing from the study after having received the genetic material, the anticipated erosion of privacy caused by interest by public and news media, and the potential risks to the public resulting from any dissemination of the transferred genetic material or virus vector.  Male and female contraception should be emphasized as a necessity, and the period of time for the use of contraception should be specified.  

Taking part in more than one research study may be harmful to you.  If you are already taking part in another study, please let us know.  You should not take part in more than one study at once unless you and the study doctors agree that your health and the outcome of the study will not be put in danger.  This is very important if you are receiving any unapproved study drugs or any kind of radiation in another study.  There are many side effects that could make the use of more than one drug very dangerous.  Radiation risk increases if other exposure to radiation has been recent.  

Finally, if there are no known risks (including discomfort, burden, inconvenience) this should be stated (e.g., “there are no known risks associated with this research” as opposed to “there are no risks associated with this research.”  In some therapeutic research projects the consent form should state there may be risks associated with the research that are currently unknown.

3.
BENEFITS

a.
Indicate whether or not the subject will gain any direct (personal) benefit from participating in the study, and the probability and nature of these direct benefits. Describe any direct benefits to the subject that may reasonably be expected as a result of participation in the study so the subject is able to weigh the risks of the research against potential benefits.
b.
For non-therapeutic studies, state:  “There is no direct medical benefit for you from this study.

c.
Most research provides some benefit, no matter how small the risks may be.  The subject should be informed about any indirect benefits to society, other people with similar health problems, etc., particularly if the research does not provide direct benefits to the subject.  

4.
COMPENSATION

The economic advantages of study participation must be explained in the consent form.  Economic advantages may include access to improved facilities; free physical examination, treatments, or food; and subsidized transportation or babysitting. Payments to the subject must be detailed meticulously, including timing of payments, bonuses for completion of a series of tests or partial payments for early termination.  Payments should be prorated for each session, encounter or experiment, and the encumbered amounts should be paid, even if the subject drops out of the study prematurely.  Incentive payments for completing a study, or disproportionately high levels of payment are considered coercive, and should not be offered.
      TAXABLE INCOME

Research payments greater than $600.00 per year (or cash equivalent) are reported by the       Institution providing payment, to the Internal Revenue Service for federal tax purposes. The level of reimbursement for this study is such that the IRS must be informed of the payments received.

5.
ALTERNATIVE PROCEDURES

a.
Provide information on alternative procedures/treatments that might be available, if the subject chooses not to take part in the study.
b.
Not applicable to non-therapeutic research.
6.
AUTHORIZATION TO USE AND SHARE PERSONAL HEALTH INFORMATION 

a. What information about you may be used and shared?

We are asking you to take part in the research described in this consent form.  To do this research, personal health information that identifies you will be collected, copied, and used for research related purposes.  We may collect the results of tests, questionnaires and interviews.  We may also collect information from your medical record.  We will only collect information that is needed for the research that is described in this consent form.  Examples of the information that may be collected include your name, address, telephone number, date of birth, Social Security number and results of all the tests and procedures done before and during the study. For you to be in this research, we need your permission to collect and share this information.

b. Who will use and share my information?

You are allowing the study doctor and his staff to use, copy and share your personal health information with the Brookwood Baptist Health and its representatives, the Brookwood Baptist Health Institutional Review Board, [name of the sponsor], and [list all applicable parties].   

c.   Who will receive my information?
We will share your health information with people at the hospital who help with the research.  We may share your information with other study doctors outside of the hospital.  We may also share your information with people outside of the hospital who are in charge of the research, pay for or work with us on the research. Some of these people make sure we do the research properly.  They are the study sponsor or representatives of the sponsor, the Food and Drug Administration, the Department of Health and Human Services agencies, the Brookwood Baptist Health Institutional Review Board and maybe even government agencies in other countries. [List other individuals that may also see the health information during the study.]   

d. Why will my information be shared?

Your information will be used and shared to conduct the study and to evaluate and analyze the results of the research.  

e. How long will my information be used or shared?

If you sign this form, we will collect and use your health information until the end of the research.  We may collect some information from your medical records even after your direct participation in the research project ends.  

f. What if you do not give permission?

If you sign this form, you are giving us permission to collect, use, copy and share your health information including your medical records.  You do not need to sign this form.  If you decide not to sign this form, you cannot be in the research study.  You need to sign this form if you want to be in the research study.  We cannot do the research if we cannot collect, use and share your health information.

g. What if you want to cancel your permission?

If you change your mind later and do not want us to collect or share your health information, you need to send a letter to [name and mailing address of study doctor] and the Director of the Health Information Management Department at the hospital where you were admitted. The letter needs to say that you have changed your mind and do not want the study doctor to collect and share your health information.  You may also need to leave the research study if we cannot collect any more health information.  We may still use the information we have already collected.  We need to know what happens to everyone who starts a research study, not just those people who stay in it.  

Please note that canceling this permission is not the same as deciding not to take part in the study (see Section 9.b.).
h. Is your information protected once it is given to others?

Some of the people that will use your personal health information may share it with someone else.  If they do, the same laws that the hospital must obey may not protect your health information.  It may be used or shared without your permission.

i. Will you have access to your information?

[Option 1 – access allowed]

During the study, you can access your personal health information about the study by contacting the study doctor.

[Option 2 – access denied]

During the study, you cannot access your personal health information, but once the research has ended, you may access your information by calling the study doctor.
When you sign this consent form, you are giving your permission for the health information about you to be collected and used by the study doctors and staff for the research study described in this consent form.  Do you have any questions?  Please ask [study doctor’s name, mailing address, and telephone number].  

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law.  This Web site will not include information that can identify you.  At most, the Website will include a summary of the results.  You can search this Web site at any time.
7.
RESEARCH-RELATED SIDE EFFECTS

If you feel as though you are having any unusual side effect(s) while you are on this study, contact Dr. [name of study doctor] at [24 hour telephone number] or one of his staff [do not use the name of the coordinator, since it is subject to change] at [coordinator’s 24 hour telephone number] immediately.  These individuals are available to answer your questions before, during, and after the study.

Brookwood Baptist Health, [name of the study doctor’s practice], and [study doctor’s name] have made no provision for financial compensation in the event of physical illness and/or injury resulting from this research study.  In the event of such injury, medical treatment is available and will be provided including first aid, emergency treatment and follow up care as needed.  If during the course of the study, you have any injury as a direct result of the investigational procedure or product, the sponsor agrees to pay all reasonable medical expenses necessary to treat such injury.
PICK THE FIRST PARAGRAPH OR SECOND PARAGRAPH BELOW DEPENDING ON WHO IS RESPONSIBLE FOR PAYMENT

If a “research related- injury” results from your participation in this research study, medical treatment will be provided at no cost to you and paid by the sponsor of the study.  A “research related- injury” means injury caused by the product or procedures required by the research which you would not have experienced if you had not participated in the research study.  You, or your medical insurance, will be responsible for other medical expenses resulting from your medical condition.

OR

If a “research related- injury” results from your participation in this research study, medical treatment will be provided.  The costs for all your medical treatment will be billed to you and/or your insurance.  A “research related- injury” means injury caused by the product or procedures required by the research which you would not have experienced if you had not participated in the research.

It is important for you to follow your physician’s instructions including notifying your study physician as soon as you are able of any complication or injuries that you have experienced.

You will not be paid for any other injury- or illness-related costs, such as lost wages.  You are not waiving any legal rights and are not freeing the sponsor, Principal Investigator, or hospital of any malpractice, negligence, blame or guilt by participating in this study.
If you receive Medicare benefits, the Sponsor is required by law to report payments made to you for treatment, complications, and injuries that arise from this study.  Information that you are taking part in the study, medical treatments received, Medicare claims, and other personal information about you such as your name, social security number, and date of birth, will be provided to the Centers of Medicare and Medicaid Services and its agents and/or contractors for this purpose.

8.
HOW TO LEARN MORE ABOUT THE STUDY OR RAISE CONCERNS

Dr. [name of study doctor] or a staff member will answer any questions you have about this study.  These individuals are available to answer your questions before, during, and after the study.  They can be contacted at [address and 24-hour telephone number].

If you have any questions about your rights as a research subject, contact the Brookwood Baptist Health Institutional Review Board, Ridge Park Place, Suite 1000, 1130 22nd Street South Birmingham, Alabama 35205 at (205) 715-5308.

If you have any questions about medical treatment for a side effect from the research, contact Dr. [name of study doctor, address, and 24-hour telephone number] immediately.
9.  PARTICIPATION IN THIS RESEARCH STUDY IS ENTIRELY VOLUNTARY

a.
If you decide not to take part in the study, you will not be giving up any of your rights, and you will not be denied any benefits or medical care.  You will be encouraged to obtain treatment for your condition.

b.
After you begin the study, you are free to stop taking part in the study at any time.  You will not be giving up any of your rights. You will not be denied any benefits or medical care.  If your study doctor feels that you are in any danger or the study treatment is not working, your study treatment could be stopped without your consent.  If this happens or you decide not to be in the study any longer, you will be encouraged to come back one more time for a final checkup.   If this is a drug study indicate that the subject will be asked to return any unused study drugs.  If withdrawal from the study poses hazards to the subject, include a warning statement; e.g.  “In case you decide to withdraw from the study, you may suffer the following consequences: [list of consequences].”  


Please note that your decision to quit the study or your being withdrawn from the study does not cancel the permission you gave to use and disclose your health information in the study.  To cancel the permission you gave to use and disclose your health information, you need to send a letter to [insert investigator name] (see Section 6.g.).
c. You will be given any new information that becomes available about the study treatment that may change your mind about continuing in the study.

d.
If you become ill, are examined at an emergency room or are admitted to a hospital, it is very important that you contact your study doctor immediately.  
d. In studies involving gene transfer, indicate the necessity for long-term follow-up, and the inadvisability of withdrawing from the study.  The subject should be given plenty of time (days if not weeks) to think about the implications of the study, and be urged to discuss these implications with the family and other physicians involved in the care of the subject, before executing the consent form.  

10.
 COSTS TO SUBJECT FROM PARTICIPATION IN RESEARCH

This section of the consent form should specify any costs the subject will have to bear as result of participation in the research.  Warn the subject of any financial burden or the health insurance carrier and the probability of nonpayment by the carrier.  This would include any tests or charges for a drug, biologic, or device.  If there will be no costs to the subject from participation, this should be specified also.
You will not be charged for any tests specifically required for this research study, but you or your insurance company will be billed for tests or procedures that are considered “standard of care” and would have been part of your medical treatment if you did not participate in this study.  These treatment costs include but are not limited to drugs, routine laboratory tests, x-rays, scans, surgeries, routine medical care, and physician charges.

Your health insurance company may not pay for these “standard of care” charges because you are in a research study.  If your insurance company does not pay for costs associated with this research study that are considered standard care for your medical treatment, then you will be billed for these costs.  You are responsible for paying for any insurance co-pays and any deductibles due under your insurance policy, and any charges your insurance company does not pay.
So that you do not have unexpected expenses from being in the study, ask your study doctor for a list of tests or procedures that will be paid by the sponsor of the study.

B.  CONSENT TO TAKE PART IN THE STUDY

You will be given a copy of this form for your records.  A second copy will be kept in the study doctor’s research records on this study.  A third copy will be placed in your Brookwood Baptist Health medical record.  Make sure there is a progress note in the medical chart that indicates that the patient has been contacted, by whom, and whether the patient has consented to be part of the study or not.


Consent for Autopsy [required for genetic transfer studies only]
In the event of your death, your family will be asked to allow the removal of certain tissues for evaluation.  If you object to the autopsy and the removal of tissue samples, your wishes will be honored.  You will not be charged for the autopsy or any sample removal.  Your tissue will only be used for research and will not be sold.  The research done with your tissue may help to develop new products that could be patented and licensed.  There are no plans to provide financial compensation to your family should this occur.

I AGREE TO AN AUTOPSY SHOULD I EXPIRE DURING THE COURSE OF THE STUDY:

Yes  (                              No (
Consent Signatures

I have read this consent form, or I have had this consent form read to me before I signed it.  The study doctor or a staff member has explained the risks and benefits involved, and all my questions have been answered.  By signing this form, I voluntarily consent to take part in the research study.  If I change my mind after I agree to volunteer for this research study, I will not be giving up any of my legal rights and I will not be denied any benefits or medical care.

I understand that by signing this form, I am giving my permission for my personal health information to be used and shared.  If I do not sign this form, I will not be able to take part in the research study, but my medical care will not be affected.

The research subject should complete all spaces that pertain to him/her. 

Research Subject’s Signature:_________________________________________

Research Subject’s Printed Name:_____________________________________

Research Subject’s Date of Birth:______________________________________

Date:____________________________________________________________


NOTE:  NO ONE UNDER THE AGE OF 18 MAY TAKE PART IN THIS STUDY.


Person Obtaining Consent:

Signature of Person Obtaining Consent: _____________________________________



Printed Name of Person Obtaining Consent: _________________________________





Date: ________________________________________________________________


Study Doctor’s Confirming Statement
I have given this research subject information on the study, which in my opinion is accurate and sufficient for the subject to understand fully the nature, risks and benefits of the study and the rights of a research subject. I believe that he/she understands the information described in this form and freely consents to take part in the study. There has been no coercion or undue influence.

Study Doctor’s Printed Name: ______________________________________________

Signature of Study Doctor: _________________________________________________

Date:  ________________________________________________________________
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